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defects in foods are not based on any relationship to a health hazard. The
levels are the limits at or above which FDA can take regulatory action to
remove the violative food from the market. Specification of levels other
than zero is necessary because it is not possible to grow, harvest, and
process crops that are totally free of natural defects. The alternative would
be increased pesticide utilization to control rodents, insects, and other
natural contaminants, which might result in a more serious potential hazard
from chemical residuals.

Action levels are specified for 55 of the 76 individual foods and/or
classes of foods. Twenty-eight are concerned with visible mold in foods.
Twenty-five have limits dealing with direct microscopic mold counts and
one has a limit dealing with a direct microscopic count of bacterial cells
in dried egg products. In addition, tuna and related fish products have a
limit for histamine, a decomposition indicator of microbial activity (FDA,
1982b).

Products that might be harmful to consumers will be acted against
regardless of whether the level of contamination exceeds an established
level. Also, compliance with defect levels does not prevent action against
a manufacturer who does not observe Good Manufacturing Practices, e.g.,
insanitary plant conditions are a violation.

Efforts for Microbiological Standards

Efforts have been made to establish microbiological quality standards
for certain foods for which there are no standards of identity. These have
included frozen, ready-to-eat crearn-type pies (banana, chocolate, coconut,
and lemon) and food-grade gelatin. Aerobic plate counts and coliform
counts were the bases for the proposed microbiological standards, which
were derived from the results of an FDA survey of all manufacturers
known to be shipping these products in interstate commerce at the time
of the study (FDA, 1972). After comments on the microbiological stan-
dards were received, amendments were made (FDA, 1973) and further
objections permitted. Because of questions about the legal status of these
regulations, further amendments were proposed and additional time for
comment was again provided (FDA, 1976a). These microbiological stan-
dards were withdrawn to provide future opportunity to establish consistent
domestic and international standards for these food products (FDA, 1978a).

Later, recommended microbiological quality standards were issued for
frozen fish sticks, frozen fish cakes, and frozen crab cakes. These were
the result of an extensive survey of 47 products performed on samples
collected from retail stores in 32 standard U.S. metropolitan statistical
areas (FDA, 1980). Various segments of the microbial population were